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Hygia Health Services Reprocessed D-25 and N-25 Nellcor 
Oxisensors 

Pulse Oximeter sensor, oxygen transducer 

2 1 CFR 870-2700 - Oximeter 
DQA 

Corresponding Mallinckrodt, Inc., Nellcor Oxisensors legally 
marketed under various 5 1 O(k) premarket notifications. 

The Hygia Health Services Oxisensors are non-invasive probes 
used to provide continuous Sp02 monitoring and pulse rate. The 
probes contain a dual wavelength light emitting diode (LED), and 
an optical photodiode sensor which are housed in a pad which 
attaches to the patient using adhesive material. The LED emits red 
and infrared light in alternate pulses, governed by the Oximeter 
instrument. The photodiode sensor responds to the light and 
generates a current that is interpreted by the Oximeter instrument. 
The Oximeter instrument interprets the different amounts of each 
light type (red and infrared) from the output of the photodiode and 
interprets the information and displays a reading. The sensor 
operates without any type of tissue penetration, electrical contact, 
or heat transfer to the patient. The sensors use optical means to 
determine the light absorption of functional arterial hemoglobin. 



510K Summary of Safety & Effectiveness (cont’d) 

Indications for 
Use: The sensor is indicated for use as a non-invasive method to provide 

continuous Sp02 monitoring and pulse rate. 

Technological 
Characteristics: The predicate device and the Hygia Health Services reprocessed 

device contain dual wavelength LED and a photodiode. The LED 
and photodiode are encased in a pad which attaches to the patient 
using adhesive material. The sensors are connected to a cable and 
they terminate in a pin connector. 

Biocompatibility and performance/functional testing demonstrate 
that the devices are equivalent and are safe and effective for their 
intended use. 

Testing: 

Conclusion: 

Functional testing, cleaning validation, and biocompatibility 
testing demonstrates that the reprocessed devices perform as 
intended and are safe and effective. 

Based on the assessment of functional testing, cleaning validation, 
and biocompatibility testing performed, Hygia Health Services 
concludes that the Hygia Health Services reprocessed pulse 
Oximeter sensors are substantially equivalent to the Mallinckrodt, 
Inc., Nellcor predicate sensors. 










